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•• The MAILING DATE of this communication appears on tho cover shoet with the correspondence address - 
Period for Reply , =i . ■ - 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• tf NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the maOing date of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 29 August 2005 . 
2b)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) See Continuation Sheet is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 



5) 0 Claim(s), 

6) 0 Claim(s) ' 
?)□ Cl^im(sj(£[:I 



8) ^ Claim^^^^^^ 13-5. 11-31,33-38.42,43.58,59. 73, 79.82,89-91,99. 1 13-125. 127-139. 158-160, 162-1 70.176, 1 77,185- 
198. 200-218 ^3\n(f226'222, are subject to restriction and/or election requirement. 

Application Papers ^ ' 

9) S Thdlspedficption \p objected to by the Examiner. 

10) n The drawlrig(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawjng(s) be held in abeyance. See 37 CFR 1.85(a). 
Replag^ment djawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) P Jhejoat^^i c^r djedarati^ Is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.s!d. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
- * -a)El AIP: &b)D Some * c)D None of: 

^ ;l>I~BT^,(^ertified copies of the priority documents have been received. 

2.Q)f Cjertjfied copies of the priority documents have been received in Application No. . 



is/are allowed. 
. is/are rejected, 
is/are objected to. 



> V ; S.Eiln^Qppies of the certified copies of the priority documents have been received in this National Stage 
. <^f3j^i(applicatidr!^from the International Bureau (POT Rule 17.2(a)). 
v\ *'See jhe ^^ttached. detailed Office action for a list of the certified copies not received. 



Attach nnent(8) 

1) □ Notice, of Refefepces Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) CD Information' Dlscl6sure'Statement(s) (PTO-1449 or PTO/SB/08) 



4) CD Inten/iew Summary (PTO-4 13) 

Paper No(s)/Mail Date. . 

5) CD Notice of Informal Patent Application (PTO-152) 

6) □ Other: , 



U.S. Patent and Trademark Office,^.. . , ^ - <^ 
PTOL-326(Rev; 7-05)'' J-"'.; ^ 



Office Action Summary 



Part of Paper No./Mail Date 12232005 



Continuation Sheet (PTOL-326} ' ' ^ Application No. 09/982,548 

Continuation of Disposition of Claims: Claims pending in the application are 1,3-5.1 1-31,33-38,42.43,58.59,73,79,82.89- 
91,99,113-125;i27-139,158-160,162-170,176.177,185-198,20()-218and 220-222. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR M7(e)5 was filed in this application after final rejection. Since this application is 
eUgible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. AppUcant's submission filed on August 29, 2005 has been entered. 

It is noted that due to the various claim amendments, all of the claims are no longer seen 
to encon:5)ass the same inventive concept. As such, due to the divergent scope of the various 
claims, a restriction requirement is necessary. It is noted that upon election of an invention, the 
examiner will discuss any previous rejections correlative to the elected group, and any of 
appUcants arguments which were set forth in the August 29, 2005 communication. 

Election/Restrictions 

. 1.!. : ^ ' ^ 

^ 'Restriction to one of the following inventions is required under 35 U.S. C. 121: 

' ''"'1 * ' ' Claims* 1,' 3-5, 11-31,33-38, 42, 82, 89, 113-115, and 135-139, drawn to methods 
' ' ■ ' of producing a therapeutic effect by administering heparin-like 

glycosaniinoglycan (HLGAG) particles having a diameter of 1-500 microns, 
iK 0 ^>|^gjfjg^j Qiggg 524^ subclass 56. 

^* IL' ' Claims 43, 58, 1 16-121, and 204-214, drawn to unformulated HLGAG particles 

' ' ' having a diameter of 1-500 microns and methods of using the same, classified in 
-'^ V ^ class 514, subclass 56. 
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m. Claims 59, 73, 79, 130-134, 158-160, 162-167, 170, and 176-177, drawn to 
methods of delivering a therapeutic polysaccharide, classified in class 514, 
subclass 56. 

IV. Claim 90, drawn to a composition conq^rising an HLGAG with a tap density of 
greater than 0.4 g/cm^, classified in class 514, subclass 56. 

V. Claims 91 and 1 85-190, drawn to kits comprising HLGAG formulated to release 
at least 5% of the HLGAG within 2 hours, classified in class 514, subclass 56. 

VI. ^ Claims 99, 191-198, and 200-203, drawn to methods for dehvering a 

M pii*-^' • ^polysaccharide by administering an unformulated glycosaminoglycan (GAG) and 
a formulated GAG, classified in class 514, subclass 56. 
yil. Claims 1 22- 1 29, 2 1 5-2 1 8, and 220-222, drawn to con^ositions comprising an 
. * unfonriulated HLGAG and a formulated glycosaminoglycan, classified in class 
, • . . , 514, subclass 56. 

VIII. ' Claims 168-169, drawn to methods of delivering a therapeutic polysaccharide by 

adniinistering a HLGAG and an additional therapeutic agent, classified in class 

■\ , , ' ^ '\ - 

.V 514, subclass 56. 



The inventions ar6 distinct, each fi'om the other because of the following reasons: 



Inventions I and^II are unrelated. The invention of group I is drawn to methods of 
producing 'therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
microns and the invention of group II is drawn to unformulated glycosaminoglycan or HLGAG 
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particles. It is noted that the methods of group I do not require the HLGAG to be formulated or 
unformulated, and thus a reference anticipating or rendering obvious group I would not 

necessarily anticipate or render obvious group II. 

' Inventions I and III are unrelated. The invention of group I is drawn to methods of 
producing therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
microns and the invention of group in is drawn to methods of dehvering HLGAG to produce a 
peak plasma concentration within 2 hours. It is noted that the methods of group I require the 
HLGAG to have a diameter of 1-500 microns and the methods of group HI have no size 
liinifations,sahd'thus a reference anticipating or rendering obvious group I would not necessarily 
anticipate or render obvious group HI. 

' ' Inventions I and IV are unrelated. The invention of group I is drawn to methods of 
producing therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
microils and the invention of group IV is drawn to a HLGAG conqjosition with particles having 
a tap density of greater than 0.4 g/cm . It is noted that the methods of group I do not require the 
sjp'ecificlap density of group III and the compositions of group IE do not require the particles to 
be of any size^ and thus a reference anticipating or rendering obvious group I would not 
necessarily anticipate or render obvious group IV. 

' r, Inventions I and V are unrelated. The invention of group I is drawn to methods of 
prodiicirig therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
niicrbns ahci the invention of group V is drawn to a kit conprising HLGAG formulated to release 
at least,5% of the HLGAG within 2 hours. It is noted that the methods of group I do not require 
the HLGAG to be released at any rate and the kits of group V do not require the particles to be of 
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* ^ 

a certain size, and thus a reference anticipating or rendering obvious group I would not 
necessarily anticipate or render obvious group V. 

•Inventions I and VI are unrelated. The invention of group I is drawn to methods of 
producing therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
microns and the invention of group VI is drawn to methods of delivering polysaccharides by 
administering an xmformulated glycosaminoglycan and a formulated GAG. It is noted that the 
methods of group I do not require formulated and unformulated GAG's and the methods of 
group yi do, not require a specific sized HLGAG, and thus a reference anticipating or rendering 
obvibusigroup.-r would not necessarily anticipate or render obvious group VI. 

" Inventions I and VII are unrelated. The invention of group I is drawn to methods of 
prddiicing therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
microns and the invention of group VII is drawn to compositions comprising an unformulated 
HLGAG and a formulated GAG. It is noted that the methods of group I do not require the 

HLGXdr to'be formulated or unformulated, and the conpositions of group Vn do not require a 

U,\<^ it','!''-' 

certain size particle, and thus a reference anticipating or rendering obvious group I would not 
necessarily anticipate or render obvious group VIL 

' -'^^'iriveiitibns I and VIII are unrelated. The invention of group I is drawn to methods of 
prddticing' therapeutic effects by administering an HLGAG particle having a diameter of 1-500 
niicrbhs aiid the invention of group VIE is drawn to methods of delivering HLGAG to produce a 
peak plasmiat concentration within 2 hours and further administering an additional therapeutic 

agent!4f is noted that the methods of group I do not require an additional therapeutic agent and 

* ' * •>■ 

the^ methods of group VHI do not have the size limitations of group I, and thus a reference 
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anticipating or rendering obvious group I would not necessarily anticipate or render obvious 
group Vin. ' 

Inventions II and III are unrelated. Invention II is drawn to an imformulated HLGAG 
with a diameter ^of 1-500 microns and the invention of group III is drawn to methods of 
delivering therapeutic polysaccharides. It is noted that the compositions of group II require the 
HLGAG to be xmformulated wherein the methods of group in do not. Moreover, the 
conq)ositions of group II require the HLGAG to have a diameter of 1-500 microns and the 
methods of group EI have no size limitations, and thus a reference anticipating or rendering 
obyiousigrbup n would not necessarily anticipate or render obvious group IE. 

^ Inventions II and IV are unrelated. Invention II is drawn to an unformulated HLGAG 
with ia diameter of 1-500 microns and the invention of group IV is drawn to a HLGAG 
corfqiosition with a tap.density of 0.4 g/cm . It is noted that the compositions of group n require 
the HLGAG to be unformulated and have a diameter of 1-500 microns wherein the compositions 
of group TV requires a specific tap density, which is not required by group H, and thus a 
refefeftce'^an^^ or rendering obvious group n would not necessarily anticipate or render 

obvious group IV. 

^ ':' '^'^!:'^hv6ntions tf and V are unrelated. Invention II is drawn to an unformulated HLGAG with 
a diameter of 1-500 microns and the invention of group V is drawn to a kit conprising HLGAG 

V* > , * 

fomulatecl to release at least 5% of the HLGAG within 2 hours. It is noted that the compositions 
of grpup II do not require the HLGAG to be released at any rate and the kits of group V do not 
require the jparticles to be of a certain size, and thus a reference anticipating or rendering obvious 



group n would not necessarily anticipate or render obvious group V. 
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' . inventions II and VI are unrelated. Invention II is drawn to an unformulated HLGAG 
with a, diameter of 1-500 microns and the invention of group VI is drawn to methods of 

delivering polysaccharides by administering an unformulated glycosaminoglycan and a 

/ ■ 

formulated GAG. It is noted that the methods of group I do not require formulated and 
unformulated GAG's and the methods of group VI do not require a specific sized HLGAG, and 
thus a reference anticipating or rendering obvious group n would not necessarily anticipate or 
render obvious group VI. 

\ Inventions II and VII are unrelated. Invention II is drawn to an unformulated HLGAG 
withia diameter of 1-500. microns and the invention of group Vn is drawn to compositions 
conprising an unformulated HLGAG and a formulated GAG. It is noted that the con5)ositions of 
group I do not require the HLGAG to be formulated or unformulated, and the conq^ositions of 



group yir do not require a certain size particle, and thus a reference anticipating or rendering 
obyibus.^dup' n would not necessarily anticipate or render obvious group VII. 
\'"^\''^^*"lnventions"lI and VlII are unrelated. Invention II is drawn to an unformulated HLGAG 
with a* diameter bf 1-500 microns and the invention of group Vni is drawn to methods of 
delivering HLGAG to' produce a peak plasma concentration within 2 hours and further 

adrhinisteriiig an additional therapeutic agent. It is noted that the methods of group II do not 

■*'.** *' 
' . ' 1 '^r\- 1 " '^<. ' '' 

require an additional therapeutic agent and the methods of group VIE do not have the size 
limitations of group II, and thus a reference anticipating or rendering obvious group I would not 
necessanly^anticipate or render obvious group VIII. 

v/.ii^ ^Inventions III and IV are unrelated. The invention of group III is drawn to methods of 
deUveririg therapeutic polysaccharides and the invention of group IV is drawn to a HLGAG 

, . ^- vV * n' .1. 4, « ' «: i • 
\^ ^ A . - • " *. 
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* * , • 

* * * ' ' V 

con5}osition with particles having a tap density of greater than 0.4 g/cm^. It is noted that the 
methods^of group HI do not require the specific tap density of group, and thus a reference 
anticipating or rendering obvious group III would not necessarily anticipate or render obvious 
group rV:. .\ * 

• Inventions III and V are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 

as claimed can be used in a materially different process of using that product (MPEP 

' * ^ •. ■ .. * ' 

§ 806.O5(h))i 'In the instant case the process for using the product can be practiced with another 
materially,' different product, such as with the product of group II for example. 

\ \ Inventions IH 'and VI are unrelated. The invention of group III is drawn to methods of 
deUvering therapeutic polysaccharides and the invention of group VI is drawn to methods of 
dehvering polysaccharides by administering an unformulated glycosaminoglycan and a 
forinulated GAG. Jt is noted that the methods of group in do not require formulated and 
unforniuiated' GAG's, and thus a reference anticipating or rendering obvious group IE would not 
heceissairily'anticipate or render obvious group VI. 

; ■ '^''Inyentiphs III and VII are unrelated. The invention of group III is drawn to methods of 
delivering' therapeutic polysaccharides and the invention of group VII is drawn to compositions 
con^'rismg an unformulated HLGAG and a formulated GAG. It is noted that the methods of 

group require the HLGAG to be formulated or unformulated, and thus a reference 

< • * ■* . ' • 

anticipating or rendering obvious group III would not necessarily anticipate or render obvious 
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^ Inventions III and VIE are unrelated. The invention of group HI is drawn to methods of 
delivering. therapeutic polysaccharides and the invention of group VIII is drawn to methods of 
deUvering HLGAG to produce a peak plasma concentration within 2 hours and further 
administering an additional therapeutic agent. It is noted that the methods of group III do not 
require an additional therapeutic agent, and thus a reference anticipating or rendering obvious 
group I would not necessarily anticipate or render obvious group Vni. 

InventionsTV and V are unrelated. Invention IV is drawn to a HLGAG composition with 
a tap density of 0.4 g/cm^ and the invention of group V is drawn to a kit conq^rising HLGAG 
formulated to release at least 5% of the HLGAG within 2 hours. It is noted that the compositions 
of group IV do not require the HLGAG to be released at any rate and the kits of group V do not 
require the particles to be of a specific tap density, and thus a reference anticipating or rendering 

.V,^.,■^^ !)5 ..... V 

obvioxis group IV would not necessarily anticipate or render obvious group V, 

*.|inveiiti6hs-I^ andVl are unrelated. Invention IV is drawn to a HLGAG con5)osition with 
a tap density of 0.4 g/cm and the invention of group VI is drawn to methods of deUvering 

^ •f^lT*'^^*' i"'' '^^C* V '''' J 

polysaccharides by adininistering an unformulated glycosaminoglycan and a formulated GAG. It 
is noted that'the compositions of group IV do not require formulated and unformulated GAG's, 
and the methods of group'VI do not require the particles to be of a specific tap density, and thus 
a reference anticipating of rendering obvious group IV would not necessarily anticipate or render 
bbvious^oup VI. " 

f,./' O/;, V.>" • 

■ " '^Iriyentibns IV and VII are unrelated. Invention IV is drawn to a HLGAG conq^osition 
with aiap density pf 0.4^g/cm and the invention of group VII is drawn to conpositions 
comprising ail unformulated HLGAG and a formulated GAG. It is noted that the compositions of 
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group ly do not require formulated and unformulated GAG's, and the compositions of group VII 
do not require the particles to be of a specific tap density, and thus a reference anticipating or 
rendering obvious group IV would not necessarily anticipate or render obvious group Vn. 

Inventions IV and VIII are unrelated. Invention IV is drawn to a HLGAG con5)osition 
with a tap density of 0.4 g/cm and the invention of group VIII is drawn to methods of dehvering 
HLGAG to produce a peak plasma concentration within 2 hours and further administering an 

' r . ' 

additipnal therapeutic agent. It is noted that the compositions of group IV do not require multiple 
agents, and. the methods of group VIE do not require the particles to be of a specific tap density, 
and thus a reference anticipating or rendering obvious group IV would not necessarily anticipate 
or render otjvipus group VQI. 

* Inventions V and VI are unrelated. The invention of group V is drawn to a kit comprising 
HLGAG formulated to release at least 5% of the HLGAG within 2 hours and the invention of 
group VI is draw?i to methods of delivering polysaccharides by administering an unformulated 
glycosamirioglyeail and a formulated GAG. It is noted that the kits of group V do not require 
formulated' and unformulated GAG's, and thus a reference anticipating or rendering obvious 
group ly would not necessarily anticipate or render obvious group VI. 
' Inventions* y and VII are unrelated. The invention of group V is drawn to a kit 
con^fisin^ HLGAG formulated to release at least 5% of the HLGAG within 2 hours and the 
ihvientiori of group VII is drawn to compositions comprising an unformulated HLGAG and a 
fonhiilited'GAG. It is "noted that the kits of group V do not require formulated and unformulated 
GAG' s,^ and' thus a reference anticipating or rendering obvious group V would not necessarily 
ailticipate or render obvious group Vn. 
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r. ' . ' * . ^ 

• ' * . * ■ . . K 

Inventions V and VIII are iinrelated. The invention of group V is drawn to a kit 
conq)rising HLGAG formulated to release at least 5% of the HLGAG within 2 hours and the 
invention of group Vni is drawn to methods of dehvering HLGAG to produce a peak plasma 
concentration within 2 hours and further administering an additional therapeutic agent. It is noted 
that the kits of group V do not require multiple agents, and thus a reference anticipating or 
rendering obyious^grou"^ V would not necessarily anticipate or render obvious group Vn. 

Inventions VI and VII are unrelated. The invention of group VI is drawn to methods of 
dehvering polysaccharides by administering an unformulated glycosaminoglycan and a 
formulated GAG and the invention of group VII is drawn to compositions conprising an 
unformulated HLGAG and a formulated GAG. It is noted that the methods of group VI do not 
require unformulated HLGAG' s, and thus a reference anticipating or rendering obvious group VI 
wbtild not necessarily anticipate or render obvious group VII. 

* - Inventions VI and VIII are unrelated. The invention of group VI is drawn to methods of 
dehvering polysaccharides by administering an unformulated glycosaminoglycan and a 
foimulated'GAG and the invention of group VIII is drawn to methods of dehvering HLGAG to 
produce a pbak plasmi^^ concentration within 2 hours and further administering an additional 
therapeutic agent. It is noted that the methods of group VI do not require multiple agents, and 
thus^ a reference' anticipating or rendering obvious group VI would not necessarily anticipate or 
reii^et' obvious group VIII. 

I*' Inventions' VII and VIII are unrelated. The invention of group Vn is drawn to 
conipdsitiohs^'cbirprising an unformulated HLGAG and a formulated GAG and the invention of 
group.Vrn'is drawn to methods of delivering HLGAG to produce a peak plasma concentration 
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within 2 hours and further administering an additional therapeutic agent. It is noted that the 
methods of group Vn do not require multiple agents and the methods of group VIII do not 
require an unformulated HLGAG and a formulated GAG, and thus a reference anticipating or 

rendering obvious group, Vn would not necessarily anticipate or render obvious group VIII. 

^ ■ 

. \ . Because these inventions are distinct for the reasons given above and have acquired a 

separate status in the art because of their recognized divergent subject matter, restriction for 

» ' , ' • ■« 
**. * 

examination purposes as indicated is proper. Search and examination of muhiple conqjositions 
and ihethods, ofx.treatment which are not coextensive in scope, and are drawn to divergent 
products and the use of divergent products, would indeed impose an undue burden upon the 
examiner m charge of the instant appUcation. 

' ' " VDue1;o tlie complexity of the instant restriction requirement, a telephone call was not 
madetd appUcants. 

' - r •* 

" \ It is noted that if applicants elect group I, a further restriction requirement may be 
imposed' to have applicants. elect a single disease to be treated from the many they are claiming 
(i.e!'sirol^e; asthma, cancer, etc.). 

"-^'^ ^'^»^'i^pp[ipajit ig" reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 

* *v . -r ^ , ^ 

ciurently .nariied inventors is no longer an inventor of at least one claim remaining in the 
application.' Any amendment of inventorship must be acconpanied by a request under 37 CFR 

• . ' • ; ^ % t ' 

1.48(b)iad by the fee''required under 37 CFR 1. 17(i). 
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• . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Traviss C. Mcintosh whose telephone number is 571-272-0657. 
The examinei" can normally be reached on M-F 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on 571-272-0627. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appHcation may be obtained from the Patent 
AppHcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

appUcations is available through Private PAIR only. For more information about the PAIR 

i * • * 

system^'^see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
systemf contacf'the Electronic Business Center (EBC) at 866-2 1 7-9 1 97 (toll-free). 



Trayiss C.NlcIntosh III Shaojia A. Jiang 

' Art Unit 1623 

Supervisory Patent Examiner 
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